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La presents invention a pour objet de nouvelles composi- 
tions utilisables localement en tant que topiques, sous forme de 

cremes, pommades, suspensions liquides, etc,., pour la prevention 
et le traitement de troubles loeaux resultant de la photosensibi- 
5 lite de la peau, notamment pour la prevention et le traitement 
des erythemes solaires, de la photosensibilisation due, k 1* absorp- 
tion de medicaments, a une modification de I'^tat gdn^ral (gros- 
sesse par exemple, etc..) 

Ces nouvelles compositions sont caracterisees en ce 

10 qu'elles sont oonstituees par 1' association d'au moins une vita- 
mine du groupe avec au moins un st^rolde poss^dant une action 
anti-inflammatoire et anti-allergique> tel qu'un d^riv^ d'hydrocor- 
tisone, par exemple, dans un excipient permettant 1' application 
desdites compositions en tant que topiques. 

15 Suivant un mode de realisation avantage\ix de la composi- 

tion conf orme a la presente invention, la vitamine du groupe B est 
la vitamine B 2 ou riboflavine. 

Suivant un autre mode de realisation avantageux de la 
composition conforme a la presente invention, la vitamine B2 est 

20 associee a une autre vitamine du groupe B, telle que la vitamine 

EP ou amide nicotinique, 

Un exemple non limitatif d'une composition preferee oon- 

actifs 

forme k la presente invention comprend les constituants/suivants : 
Vit amines du groupe B t Riboflavins 

25 Amide nicotinique 

Sterolde : 1? - valerate de Betamethasone 

Excipient propre k permettre 1' application locale de la composi- 
tion en tant que topique. 

Les compositions conformes a la presente invention peu- 

30 vent etre utilis^es en tant que compositions cosmetiques, notam- 
ment pour la protection de la peau vis-a-vis de 1* exposition aux 
rayons solaires et pour l^obtention de la pigmentation dite "bron- 
zage", c'est-k-dire comme creraes dites "solaires" ; elles peuvent 
egalement Stre utilis^es en tant que compositions therapeutiques 

35 pour le traitement de troubles loeaux de la peau, tels qu* erythemes, 
notamment erythemes solaires, ppurnts, troubles dus a une photosen- 
sibilisation excessive de la peau, soit naturelle, soit provoquee 
par des agents exogenes tels qu* absorption de medicaments, ayant 
un effet secondaire photosensibilisant. 
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Selon que les compositions conformes k la pr^sente inven- 
tion sont utilisees en tant que compositions cosm^tiques ou en tant 

que compositions therapeutiques, elles contiennent des doses diff^- 
rentes de constituants actifs, C'est ainsi que la composition con- 
5 forme a la presente invention mentionnee plus haut a titre d* exam- 
ple peut presenter la composition quantitative suivante si elle 
est utilisee k des fins therapeutiques: 

Vit amines du groupe B : Riboflavine 8,5 k • 12 mg 

Amide nicotinique 80 k 120 mg 

10 Sterolde : 17 - valerate de betame- 

thasone 150 a 250 rag 

Excipient : 120 k 150 ml 

Essence aromatique : 

ou la composition quantitative suivante si elle est 
15 utilisee a des fins cosraetiques : 

Vitamines du groupe B : Riboflavine 4 & 8 mg 

Amide nicotinique ^■0 a 70 mg 

Sterolde , : 17 - valerate de 

betamethasone 80 k 120 mg 

20 Excipient . : 120. k I50 ml 

Essence aromatique : q,S. 

L*on peut utiliser comrae excipient , I'un qiielconque des 
excipients connus propres a 1' application de 3a composition confor- 
me a 1* invention en tant que topique, e*t compatibles avec les cons- 
25 tituants actifs de la composition. 

L*un des excipients preferes est cependant I'huile d' olive 
vierge premiere pression dont Inaction anti-brulures est bien con- 
nue. 

La riboflavine est connue en elle-meme pour son action "" 
30 antinevritique, pour son action sur les dermatoses dues a une 
avitaminose B2 et pour son action sur les lesions oculaires et 
buccales dues a une avitaminose Bg* 

amide nicotinique ou antipellagreuse est connue en elle- 
meme pour son action sur les troubles cutanes, digestifs et ner- 
55 veux, dus k une avitaminose PP. 

Les derives de 1 'hydrocortisone sont connus en eux-memes 
pour leur action anti-inf lammatoire et anti-allergique. 

La composition conforme a la presente Invention qui r^u- 
nlt les constituants actifs precites fait apparaltre une synergie 
^0 d'action : en effet/ si l*on elimine le sterolde de la composition 
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bi-dessus; on constate que la composition incomplete ainsi obtenue 
n'exerce' plus d'actioh sur le prurit- concommittant. aux troubles 
cutanea. Si, au contrairej la composition ne comporte plus de 
vitamine PP, l*on constate- qu*elle n^exerce plus d'activite en 
5 tant que creme "solaire" sur la pigmentation de la peau, c*est- 
a-dire en tant qu^ agent bronzant. Si, d' autre part, I'on exclut 
de la composition la vitamine I'on constate une diminution 
importante, ou meme la disparition totale, de 1' action sur le 
prurit et sur la photosensibilisation de la peau. 

10 II resulte de 1 * experimentation effectuee par le Demandeur 

• afin de mettre en evidence la synergie d'action des constituants 
des compositions conformes a la presente invention, que la vita- 
mine Bg exerce sur les autres constituants de la composition une 
action determinaiite dans le sens d'une. synergie, en ce que sa pre- 

15 sence determine une activite importante de la composition sur le 
prurit et sur la photosensibilisation de la peau, activite sans 
commune mesure et sans comparaison avec 1* activite qu* exerce 
chacun des constituants de la composition separement. 

L'on donnera ci-apres, a titre d^exemple non liraitatif, 

20 un mode de preparation d'une composition conforme a la presente 
invention : 

L*on realise tout d'abord une emulsion de la solution de 
17- valerate de betamethasone dans de I'huile d^ olive vierge. 
Apres homogenelsation, 1 'on incorpore successivement a 1' emulsion 
25 la riboflavine sous le forme d'une solution a 0,50 de vitamine 
B2* puis 1 'amide nicotinique, sous la forme d'une solution a 5 ^ 
de vitamine PP. Apres addition d'une essence aromatique en quan- 
tite suffisante, I'on precede a une derniere homogeneisation avant 
le conditionnement . 
30 Un grand nombre d^ observations' cliniques ont 6t6 realisees; 

toutes ont mis en evidence 1' action tres satisf aisante des composi- 
tions conformes a la presente invention, tant cosmetique que the- 
rapeutique^ sur la peau, 
lere observation ; 
35 Madame C.J., 32 ans, se presente, soufx'rant beaucoup d*un ery- 
■cheme solaire du troisisme degre, avec petites formations bal- 
leuses sur toutes les parties decouvertes du corps, apres. une 
exposition d'une heure dans ■ 1 'immobilite la plus complete ; 
apres une application d'une cpuche de* la composition conforme 
^0 a 1' invention, sur tout le c.orps, le Demandeur renvcdle la paUmte 
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s'exposer au soleil pendant ime heure, Au bout.de cette heure, 
il la r^-examlne : disparition totale des sensations de brfllu- 
re , attenuation tres importante des 6l6ments balleux. 

Le Demandeur fait r^iterer Inexperience a cette patiente les 
5 Jours sulvants, avec exposition au soleil apres application de 
la composition conforme a 1* invention : des examens quotidiens 
lul permettent de constater que 1' exposition au soleil n'en- 
tralne plus aucun trouble, quelle "bronzage", c ' est-Jt-dire la 
pigmentation de la peau, est obtenu de fagon rapide, homogfene 

10 et esthetique, sans effets secondaires sur I'dtat general, ni 
sur la tension, ni sur le coeur. 
2eme observation ; 

Toute la famille J,E., pere, mere et quatre enfants, souffre 
d*une hypersensibillt^ aux rayons solaires, 

1-5 Le Demandeur leur fait faire des applications quotldiennes de la 
» composition conforme k la pr^sente invention, avant exposition 
au soleil: la disparition totale de 1 'hypersensibilite aux rayons 
aolaires est constatee, avec un brunissement satisfaisant et 
homogene de la peau, sans aucune reaction sur I'etat g^n^ral. 

20 3eme observation ; . 

Madame Nadine G. et ses enfants, qui vivent au Mexique, recou- 
rent a des applications quotldiennes de la composition conforme 
a la presente invention avant exposition aux rayons solaires. 
Dans ces oas egalement, une disparition totale de l^hypersensi- 

25 bilite aux rayons solaires est constatee, alnsl qu'un brunlsse- 
ment rapide, esth^tlque et homogene de la peau. 
De plus, des elements acneiformes presents anterieurement a 
1* application de la composition conforme a la presente invention, 
disparaissent egalement a la suite de 1 * application de cette der- 

30 nlere. 

4eme observation ; . ' 

Essal conduit en "double aveugle" avec application d'eau bl- 
distillee. 

Madame A,H,, 50 ans, souffl:*e d'un erytheme solaire au J>eme 
55 degre a la suite d* une exposition aux rayons solaires. Une deral- 
heure aprfes une application de la composition conforme k la pre- 
sente invention, re-exposition, aux rayons solaires. Le Demandeur 
et la patiente conststertla gu^rlson complete de 1' Erytheme, et 
I'obtention de la pigmentation d^slr^e de la peau, sans r^ac- 
40 tion gen^rale aucune. 
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5eme observation ; 

Monsieur 60 ans, photosensibilisation tenace le la peau 

I'ete, sous I'effet des rayons solaires, a la suite de l' absorp- 
tion de "Mederil". 
5 Le Demandeur fait arrSter la th^rapeutique k base de "Mdddril" 
et fait faire au patient des applications matin et soir de la 
composition conforme a 1' invention. 

Au bout d^une seraaine de ce traitementj disparition totale de 
la photosensibilisation de la peau. 
10 6eme observation ; 

Madame M.C., 33 ans, apparition de taches brunStres frontales 
"post-abortijun" . 

Le Demandeur fait faire a. la patiente des applications matin 
et soir, d^une tres mince couche de la composition conforme a 
15 1' invention^ en leger massage. 

Au bout de trois semaines, disparition totale de la pigmentation 
iriesthetique. 

En ce qui concerne l^activite "bronzante"^ I'a'ctivite 
preventive vis-a-vis des rayons solaires et l*activite de traite- 

20 raent des erythemes solaires, le Demandeur a proced^ h un total 
de 300 observations, qui ont toutes abouti axix raemes rdsultats ^ 
exceptionnellement satisf aisants, sans aucune incidence sur I'etat 
general ou local, si ce n*est, sur le plan local, a l^obtention 
recherchee de la pigmentation desiree (bronzage) avec une rapidite, 

25 une homogeneite et une qualite esthetique excellentes, 

II resulte de la description qui precede que quels que 
soient les modes de mise en oeuvre, de realisation et d* applica- 
tion adoptes, l*on obtient des compositions pour la prevention et 
le traiteraent des troubles dus k la photosensibilitd de la peau 

30 qui presentent par rapport aux compositions visant au meme but 

aiiterieurement cpnnues, des avantages import ants, et notamraent une 
grande efficacit^- et une grande rapidite d'action. 

Ainsi que eel a ressort de ce qui precede, 1' invention ne 
se limite nullement a ceux de ses modes de mise en oeuvre, de rea- 

35 lisation et d' application qui viennent d'etre decrits de fa^on plus 
explicite dans ce qui precede ; elle en embrasse au contraire tou- 
tes les variantes qui peuvent venir a 1' esprit du technicien en la 
matifere," sans s'ecarter du cadre ni de la portee de la pr^sente 
invention. 
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The present invention pertains to new compounds which can /l* 
be used as topical agents, in the form of creams, pomades, liquid 
suspensions, etc.,... for the prevention, and the treatment of local 
disorders resulting from the skin's photosensitivity, in particular 
for the prevention, and treatment of sunburn, photosensitivity due to 
taking medication, of a modification in the general condition 
(pregnancy for example, etc. . . . ) . 

These new compounds are characterized by the fact that they are 
constituted by the combination of at least one vitamin of the B group, 
with at least one steroid having an anti- inflammatory, and anti- 
allergic action, such as a derivative of hydrocortisone, for example, 
in an excipient which enables applying said compounds as topical 
agents . 

According to an advantageous method for producing the compound 
according to the present invention, the B group vitamin is vitamin B2 , 
or riboflavin. 

According to another advantageous method for producing the 
compound according to the present invention, the vitamin B2 is 
combined with another B group vitamin, such as vitamin PP, or 
nicotinic amide . 

A non restrictive example of a preferred compound according to 
the present invention contains the following active constituents: 
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B group vitamins: Riboflavin 

Nicotinic amide 
Steroid: 17 - betamethasone valerate 

Excipient which will allow applying the compound locally as a topical 
agent . 

The compounds according to the present invention can be used as 
cosmetic compounds, in particular for protecting the skin from 
exposure to the sun, and for obtaining a "tanned" pigmentation, that 
is to say as creams called "sun creams"; they can also be used as 
therapeutic compounds for treating local skin disorders, such as 
erythemas, in particular sunburn, pruritus, disorders due to excessive 
photosensitivity of the skin, either natural, or caused by exogenous 
agents such as taking medications which have a photosensitizing side- 
effect . 

According to whether the compounds according to the present /2 
invention are used as cosmetic compounds, or as therapeutic compounds, 
they contain different doses of active constituents. Therefore, the 
compound according to the present invention mentioned above as an 
example can have the following quantitative composition if it is used 
for therapeutic reasons: 

B group vitamins: Riboflavin 8.5 to 12 mg 

Nicotinic amide 80 to 12 0 mg 

Steroid: 17 - betamethasone valerate 150 to 250 mg 

Excipient: 120 to 150 ml 

Perfume : Q . S . 

or the following quantitative composition if it is used for 

cosmetic purposes: 
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B group vitamins: Riboflavin 4 to 8 mg 

Nicotinic amide 40 to 70 mg 

Steroid: 17 - betamethasone valerate 80 to 12 0 mg 

Excipient: 120 to 150 ml 

Perfume: ' Q.S. 

Any one of the known excipient s, suitable for applying the 
compound according to the invention as a topical agent, and compatible 
with the compound's active constituents, can be used as an excipient. 

One of the preferred excipients, however, is pure virgin olive 
oil from the first pressing, whose anti-burn effect is well known. 

Riboflavin itself is known for its anti-neurotic action, for its 
effect on dermatitis due to riboflavin deficiency, and for its effect 
on eye, and mouth lesions due to riboflavin deficiency. 

. Nicotinic, or anti-pellagra amide itself is known for its action 
on cutaneous, digestive, and nervous disorders due to vitamin PP 
deficiency. 

The hydrocortisone derivatives are themselves known for their 
a'pti-inflammatory, and anti-allergiq action,.- '{^^^^^^ ^^j^&t^^ 
j .J3^h^'bompound according to the present invention, which combinesH^ 
I'the previously mentioned active constituents, causes a synergic | 

: I 

\|pffect; in effect, if the steroid is removed from the compound 
^ove, one observes that th^^ncpgigl^t^^^ Jj /2_ 

does no longer has any effect on the pruritus occurring at the same'^ 



time aS;^utaneous disorders. If, on the contrary, ther-^oo'mi3ound no 
longer has any vitamin PP, one observes that it no longer has any 
effect as a "sun" cream on the skin's pigmentation, that is to say, as 
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a tanning agent. If, on the other hand, the vitamin B2 is excluded 
from the compound, one observes an important decrease, or even the 
total disappearance, of the effect on pruritus, and on the 
photosensitization of the skin. 

A result of the experimentation done by the Claimant in order to 
reveal the synergic effect of the constituents of the compounds 
according to the present invention is that vitamin B2 has a 
determining effect on the other constituents of the compound in the 
sense of the synergy, in that its presence determines an important 
activity of the compound on pruritus, and on the photosensitization of 
the skin, an activity which is without measure, and without comparison 
with the activity that each of the compound's constituents- has 
separately. 

A method for preparing a compound according to the present 
invention will be given below as a non restrictive example. 

First an emulsion of the 17 - betamethasone valerate solution in 
pure virgin olive oil will be done. After homogenization, • one adds 
successively to the emulsion the riboflavin, in the form of a 0.50% 
solution of vitamin B2 , then the nicotinic amide, in the form of a 5% 
solution of vitamin PP. After adding a perfume in a sufficient 
quantity, a last homogenization is done before packaging. 

A large number of clinical observations were made; all of them 
revealed the very satisfactory cosmetic, as well as therapeutic effect 
of the compounds according to the present invention on the skin. 



■ 1st observation: 

Mrs. C. J., 32 years old, came, suffering a great deal from a 
third degree erythema from the sun, with small ball-shaped formations 
on all the uncovered parts of the body, after an exposure of one hour 
without moving; after applying one layer of the compound according to 
the invention on the entire body, the Claimant sent the patient back 
for a one hour exposure to the sun. At the end of this hour, he 
reexamined her: total disappearance of the burning sensation, very /4 
great attenuation of the ball-shaped elements. The Claimant had this 
patient repeat the experiment the following days, with exposure to the 
sun after applying the compound according to the invention: daily 
examinations allowed him to observe that the exposure to sun no longer 
caused any problems, that the "tanning", that is to say, the skin 
pigmentation, is obtained rapidly, evenly, and esthetically , with no 
side effects on the general condition, nor on the blood pressure, or 
the heart . 
2nd observation: 

All the J.E. family, father, mother, and four children, suffer 
from hypersensitivity to sunlight. The Claimant had them do daily 
applications of the compound according to the present invention, 
before exposure to the sun: the total disappearance of the 
hypersensitivity to sunlight is observed, with a satisfactory, and 
even tanning of the skin, with no reaction on the general condition. 



6 



3rd observation: 

Mrs. Nadine G,, and her children, who live in Mexico, use daily 
applications of the compound according to the present invention before 
exposure to the sun. In this case also, a total disappearance of the 
hypersensitivity to sunlight is observed, as well as quick, esthetic, 
and even tanning of the skin. In addition, the acne-like elements 
present before applying the compound according to the present 
invention also disappear after its application. 
4th observation: 

"Double blind" test with application of distilled water. 

Mrs. A.H,, 50 years old, suffers from a third degree erythema 
from the sun after exposure. One half -hour after one application of 
the compound according to the present invention, exposure again to the 
sun. The Claimant, and the patient observe complete recovery from the 
erythema, and the desired pigmentation of the skin is obtained, with 
no other general reaction. 
5th observation: 

Mr. H. Y., 60 years old, serious photosensitization of the skin 
in the summer, in the sun, following the use of "Mederil". The 
Claimant stops the "Mederil" therapy, and has the patient apply the 
compound according to the present invention morning, and evening. At 
the end of one week of this treatment, total disappearance of the 
photosensitization of the skin. 



6th observation: 

Mrs. M.C, 33 years old, appearance of brownish, frontal, "post- 
abortum" spots. The Claimant and has the patient apply a very thin . 
layer of the compound according to the present invention morning, and 
evening, massaging lightly. At the end of three weeks, total 
disappearance of the unsightly pigmentation. 

As for the "tanning" effectiveness, the preventive effectiveness 
in relation to the sun, and the effectiveness in treating erythema 
caused by the sun, the Claimant made a total of 300 observations, 
which all had the same exceptionally satisfactory results, with no 
incidence on the general, or local condition, if only locally, 
obtaining the desired pigmentation (tanning) with excellent speed, 
evenness, and esthetic quality. 

The result of the above description shows that no matter the 
methods of use, of production, and of application used, important 
advantages, and in particular great effectiveness, and great rapidity 
of effect, are obtained from the compounds for the prevention, and the 
treatment of disorders due to photosensitization of the skin, in 
relation to the compounds previously known having the same purpose. 

Thus as it emerges from that which precedes, the invention is in 
no way restricted to the methods of use, production, and application 
which have just been described more explicitly above; on the contrary, 
it encompasses all the variants which can be envisioned by the 
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technician in the field, without leaving the framework, or the scope 
of the present invention. 
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